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RESPONSE TO NOTIFICATION OF NON-COMPLIANT 
APPEAL BRIEF AND 
APPEAL BRIEF PURSUANT TO 37 C.F.R. §§ 41.31 AND 41.37 

This Appeal Brief is being filed in furtherance to the Notice of Appeal electronically 

filed with and received by the Patent Office on May 27, 2008. This Appeal Brief is revised 

in response to the Notice of Non-Compliant Appeal Brief mailed August 1, 2008. In 

particular, Appellants revised Section 4 ("Status of Amendments") of the Appeal Brief to 

provide additional clarification with regard to the status of a previously submitted after-final 

amendment. 

The Commissioner is authorized to charge the requisite fee of $510.00, and any 
additional fees which may be necessary to advance prosecution of the present application, to 
Deposit Account No. 07-0868, Order No. RD28334-1A'0D (GERD:0205). Appellants 
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note that this authorized charge may have been made upon receipt of the original Appeal 
Brief (deemed to be non-compliant). Thus, if the requisite charges have already been made, 
Appellants respectfully request that the Office forego any further charges regarding the 
submission of this Appeal Brief. 

1. REAL PARTY IN INTEREST 

The real party in interest is General Electric Company, the Assignee of the above- 
referenced application by virtue of the Assignment to General Electric Company by John 
Eric Tkaczyk, Maria latrou, and Naresh Kesavan Rao, recorded at reel 013111, frame 0866, 
and dated September 23, 2002. Accordingly, General Electric Company, as the Assignee of 
the above-referenced apphcation, wiU be directly affected by the Board's decision in the 
pending Appeal. 

2. RELATED APPEALS AND INTERFERENCES 

The Appellants are unaware of any other appeals or interferences related to this 
Appeal. The undersigned is the Appellants' legal representative in this Appeal. 

3. STATUS OF CLAIMS 

Claims 1-40 are currently pending, are currently under final rejection and, thus, are 
the subject of this Appeal. 

4. STATUS OF AMENDMENTS 

Claims 1 and 14 were amended in a submission filed by Appellants on January 26, 
2008, in response to the Final Office Action mailed November 28, 2008. This amendment 
was made to provide clarification with regard to certain features that were rejected by the 
Examiner under 35 U.S.C. § 112, second paragraph, as being indefinite. Despite the finality 
of the Section 1 12 rejections. Appellants note that these rejections were not made in the 
prior non-final Office Action mailed June 21, 2007, and were in fact only raised for the first 
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time in the Final Office Action. Thus, it would be unfair for the Examiner to refuse entry of 
these amendments. 

Following the submission of the above-mentioned amendment, the Examiner 
indicated in the Advisory Action mailed February 1 1, 2008 that the amendment was 
considered and entered and that certain aspects of the Section 1 12 rejections have been 
overcome, as wiU be discussed in further detail below. See Advisory Action, pages 1-2. As 
such, this amendment is reflected in Appellants' Appendix of Claims on Appeal. 

5. SUMMARY OF CLAIMED SUBJECT MATTER 

The invention relates generally to clinical research and, more particularly, to 
network-based methods and systems for managing cUnical research information. See 
Application, paragraph 1. 

The Application contains five independent claims, namely, claims 1, 14, 17, 30, and 
33, all of which are the subject of this Appeal. The subject matter of these claims is 
summarized below. 

With regard to the aspect of the invention set forth in independent claim 1, 
discussions of the recited features of claim 1 can be found at least in the below cited 
locations of the specification and drawings. An exemplary embodiment of claim 1 
provides a method for managing clinical study (CS) information (e.g., 92) for a clinical 
research entity via a server system (e.g., 12) coupled to a centialized database (e.g., 20) 
and at least one client system (e.g., 14). See, e.g., id. at paragraphs 15-17, 20; Figs. 1-4. 
The method includes receiving (e.g., via receiving component 70) at the server system 
(e.g., 12) CS information (e.g., 92) relating to at least one patient (e.g., 1 12) involved in a 
clinical study (e.g., 94), the CS information (e.g., 92) being entered through a user 
selected template (e.g., standardized template implemented via Java™ servlet) displayed 
on the client system (e.g., 14), wherein the user selected template is selected from a 



Serial No. 10/065,159 
Appeal Brief 
Page 4 of 57 

plurality of templates stored in a centralized database (e.g., 20), each of the plurality of 
templates configured to correspond to specific clinical studies (e.g., 94). See, e.g., id. at 
paragraphs 15, 26-27, 35-37; Figs. 1-3. The method further includes storing (e.g., in data 
storage devices 34) CS information (e.g., 92) received at the server system (e.g., 12) in 
the centralized database (e.g., 20). See, e.g., id. at paragraphs 15-17, 33, 43; Figs. 1-3. 
The method further includes tracking (e.g., via tracking component 66) CS information 
(e.g., 92) stored in the centralized database (e.g., 20). See, e.g., id. at paragraphs 15-16, 
28, 32 & 35; Figs. 1-3. Additionally, the method includes updating the centralized 
database (e.g., 20) periodically with newly received information to maintain CS 
information (e.g., 92). See, e.g., id. at paragraphs 15-16, 36-38; Figs. 1-4. Finally, the 
method includes providing (e.g., step 280, via providing component 90) CS information 
(e.g., 92) in response to an inquiry (e.g., request received at step 252). See, e.g., id. at 
paragraphs 29-32, 41-43; Figs. 3-4. 

Next, with regard to the aspect of the invention set forth in independent claim 14, 
discussions of the recited features of claim 14 can be found at least in the below cited 
locations of the specification and drawings. An exemplary embodiment of claim 14 
provides a method for managing clinical study (CS) information (e.g., 92) for a clinical 
research entity via a server system (e.g., 12) coupled to a centralized database (e.g., 20) 
and at least one client system (e.g., 14), the at least one client system (e.g., 14) in 
communication with at least one medical device (e.g., 58). See, e.g., id. at paragraphs 15- 
17, 20, 27; Figs. 1-4. The method includes using a template selected by a user from a 
plurality of templates stored in a centralized database (e.g., 20) to gather protocols (e.g., 
116, 118) for acquisition of image data via the at least one medical device (e.g., 58), each 
of the plurality of templates configured to correspond to specific clinical studies (e.g., 
94). See, e.g., id. at paragraphs 15, 26-27, 33-37; Figs. 1-3. The method further includes 
operating the at least one medical device (e.g., 58) for acquiring image data based on the 
entered protocols (e.g., 116, 118). See, e.g., id. at paragraphs 27, 33-34; Figs. 2-3. The 
method further includes receiving at the server system (e.g., 12) CS information (e.g., 92) 
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that relates to at least one patient {e.g., 1 12) involved in a clinical study {e.g., 94), the CS 
information {e.g., 92) being entered through the user selected template displayed on the 
client system {e.g., 14) and being generated as part of the operation of the at least one 
medical device {e.g., 58) including acquisition of diagnostic images {e.g., 120, 122, 124). 
See, e.g., id. at paragraphs 26-27, 33-37; Figs. 2-3. Additionally, the method includes 
storing {e.g., in data storage devices 34) CS information {e.g., 92) received at the server 
system {e.g., 12) in the centralized database {e.g., 20), tracking {e.g., via tracking 
component 66) CS information {e.g., 92) stored in the centralized database {e.g., 20), 
updating the centralized database {e.g., 20) periodically with newly received CS 
information to maintain CS inforaiation {e.g., 92), and providing {e.g., step 280, via 
providing component 90) CS information {e.g., 92) in response to an inquiry {e.g., request 
received at step 252). See, e.g., id. at paragraphs 15-17, 28-33, 35-37, 41-43; Figs 1-4. 
Finally, the method includes transmitting {e.g., step 282) from the server system {e.g., 12) 
to the at least one client system {e.g., 14) at least one report relating to CS information 
{e.g., 92) and findings {e.g. 120) for at least one of a clinical study {e.g., 94) and a patient 
{e.g., 112) involved in a clinical study. See, e.g., id. at paragraphs 15, 30-31, 42-43; Figs. 
2-4. 

Next, with regard to the aspect of the invention set forth in independent claim 17, 
discussions of the recited features of claim 17 can be found at least in the below cited 
locations of the specification and drawings. An exemplary embodiment of claim 17 
provides a network-based system {e.g.. Clinical Research Coordination System (CRCS) 
10) managing clinical study (CS) information {e.g., 92). See, e.g., id. at paragraphs 14- 
15, 20-21; Figs. 1-3. The system {e.g., 10) includes a client system {e.g., 14) including a 
browser. See, e.g., id. at paragraphs 21-24; Fig. 2. The system {e.g., 10) further includes 
a centralized database {e.g., 20) for storing CS information {e.g., 92) and a plurality of 
templates. See, e.g., id. at paragraph 15, 20, 26, 35-37; Figs. 1-3. The system {e.g., 10) 
further includes a server system {e.g., 12) configured to be coupled to both the client 
system {e.g., 14) and the database {e.g., 20). See, e.g., id. at paragraphs 20, 21; Figs. 1-2. 
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The server system {e.g., 12) is configured to receive CS information {e.g., 92) relating to 
at least one patient {e.g., 1 12) involved in a clinical study {e.g., 94), the CS information 
{e.g., 92) being entered through a user selected template displayed on the client system 
{e.g., 14), wherein the user selected template is selected from the plurality of templates 
stored in the centralized database {e.g., 20), each of the plurality of templates configured 
to correspond to specific clinical studies {e.g., 94). See, e.g., id. at paragraphs 15, 26-27, 
35-37; Figs. 1-3. The server system {e.g., 12) is further configured to store {e.g., in data 
storage devices 34) CS information {e.g., 92) in the centralized database {e.g., 20), track 
{e.g., via tracking component 66) CS information {e.g., 92), update the centralized 
database {e.g., 20) periodically with newly received CS information to maintain CS 
information, and provide {e.g., step 280, via providing component 90) CS information 
{e.g., 92) in response to an inquiry {e.g., request received at step 252) by a user. See, e.g., 
id. at paragraphs 15-17, 28-33, 35-38, 41-43; Figs. 1-4. 

Next, with regard to the aspect of the invention set forth in independent claim 30, 
discussions of the recited features of claim 30 can be found at least in the below cited 
locations of the specification and drawings. An exemplary embodiment of claim 30 
provides a network based system {e.g.. Clinical Research Coordination System (CRCS) 
10) for managing clinical study (CS) information {e.g., 92). See, e.g., id. at paragraphs 
14-15, 20-21; Figs. 1-3. The system {e.g., 10) includes a client system {e.g., 14) including 
a browser. See, e.g., id. at paragraphs 21-24; Fig. 2. The system {e.g., 10) further 
includes at least one medical device {e.g., 58) in communication with the client system 
{e.g., 14). See, e.g., id. at paragraphs 26-27; Fig. 2. The system {e.g., 10) further includes 
a centralized database {e.g., 20) for storing CS information {e.g., 92) and a plurality of 
templates. See, e.g., id. at paragraphs 26-27, 35-37; Figs. 1-3. The system {e.g., 10) 
further includes a server system {e.g., 12) configured to be coupled to the client system 
{e.g., 14) and the database {e.g., 20). See, e.g., id. at paragraphs 20, 21; Figs. 1-2. The 
server system {e.g., 12) is configured to use a template selected by a user from the 
plurality of templates stored in the centralized database {e.g., 20) to gather protocols {e.g.. 
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1 16, 118) for acquisition of image data {e.g., 122, 124) via the at least one medical device 
{e.g., 58), each of the plurality of templates configured to correspond to specific clinical 
studies {e.g., 94). See, e.g., id. at paragraphs 15, 26-27, 33-37; Figs. 1-3. The server 
system {e.g., 12) is further configured to operate the at least one medical device {e.g., 58) 
for acquiring image data {e.g., 122, 124) based on the entered protocols {e.g., 116, 118). 
See, e.g., id. at paragraphs 27, 33-34; Figs. 2-3. Still further, the server system {e.g., 12) 
is configured to receive CS information {e.g., 92) relating to at least one patient {e.g., 
112) involved in a clinical study {e.g., 94), the CS information {e.g., 92) entered through a 
user selected template displayed on the client system {e.g., 14) and generated as part of 
the operation of the at least one medical device {e.g., 58) including acquisition of 
diagnostic images {e.g., 120, 122, 124). See, e.g., id. at paragraphs 26-27, 33-37; Figs. 2- 
3. Additionally, the server system {e.g., 12) is configured to store {e.g., in data storage 
devices 34) CS information {e.g., 92) in the centralized database {e.g., 20), track {e.g., via 
tracking component 66) the CS information {e.g., 92), update the centralized database 
{e.g., 20) periodically with newly received CS information {e.g., 92) to maintain CS 
information {e.g., 20), and provide {e.g., step 280, via providing component 90) CS 
information {e.g., 92) in response to an inquiry {e.g., request received at step 252). See, 
e.g., id. at paragraphs 15-17, 28-33, 35-37, 42-43; Figs. 1-4. Finally, the server system 
{e.g., 12) is configured to transmit {e.g., step 282) to the client system {e.g., 14) at least 
one report relating to CS information {e.g., 92) and findings for at least one of a clinical 
study {e.g., 94) and a patient {e.g., 112) involved in a clinical study {e.g., 94). See, e.g., 
id. at paragraphs 15, 30-31, 42-43; Figs. 2-3. 

Lastly, with regard to the aspect of the invention set forth in independent claim 

33, discussions of the recited features of claim 33 can be found at least in the below cited 
locations of the specification and drawings. An exemplary embodiment of claim 33 
provides a computer program embodied on a computer readable medium {e.g., for 
managing clinical study (CS) information {e.g., 92). See, e.g., id. at paragraphs 15, 18, 
28-32; Figs. 2-3. The computer readable medium includes a code segment that receives 
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CS information {e.g., 92) relating to at least one patient {e.g., 1 12) involved in a clinical 
study {e.g., 94) through a user selected template displayed on a client system {e.g., 14), 
wherein the user selected template is selected from a plurality of templates stored in a 
centralized database {e.g., 20), each of the plurality of templates configured to correspond 
to specific clinical studies {e.g., 94). See, e.g., id. at paragraphs 15, 18, 26, 28-32, 35-37; 
Figs. 1-3. The computer readable medium further includes a code segment that maintains 
a database {e.g., 20) by adding, deleting and updating CS information {e.g., 92), tracks 
{e.g., via tracking component 66) CS information, and provides {e.g., step 280, via 
providing component 90) CS information {e.g., 92) in response to an inquiry {e.g., request 
received at step 252) by a user. See, e.g., id. at paragraphs 15, 18, 26, 28-32, 35-37; Figs. 
1-3. Finally, the computer readable medium includes a code segment {e.g., retrieving 
component 80) configured to transmit to the client system {e.g., 14) at least one report 
summarizing CS information {e.g., 92) and findings relating to at least one of a clinical 
study {e.g., 94) and a patient {e.g., 1 12) involved in a clinical study {e.g., 92). See, e.g., 
id. at paragraphs 15, 28-32, 42-43; Figs. 2-4. 

Aspects of the claimed techniques provide a standardized format in which 
clinical research data may be acquired and stored, thus providing clinical research 
entities a system and method for improved management of clinical research data. 
The foregoing techniques offer various advantages compai'ed to traditional methods 
and systems for maintaining clinical research data, such as in paper form. As such, 
clinical study data may be more easily viewed and analyzed by appropriate persons, 
i.e., physicians and medical personnel, thus facilitating the accuracy of medical 
diagnoses, optimizing the use of medical equipment in the diagnoses and treatment 
of patients, and aiding in the production of next generation medical equipment and 
the optimization of clinical applications. 
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6. GROUNDS OF REJECTION TO BE REVIEWED ON APPEAL 
First Ground of Rejection for Review on Appeal : 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 1-16 are indefinite under 35 U.S.C. § 112, second paragraph, for failing to 
particularly point out and distinctly claim the subject matter which Appellants regard as 
the invention. 

Second Ground of Rejection for Review on Appeal : 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 1-9, 13-25, and 29-38 are anticipated under 35 U.S.C. § 102(b) by Brown, 
U.S. Patent No. 6,196,970 (hereinafter "Brown")/ 

Third Ground of Rejection for Review on Appeal : 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 4-5, 15, 20-21, 31, and 34-35 are obvious under 35 U.S.C. § 103(a) over 
Brown in view of Goldwasser, U.S. Patent No. 4,737,921 (hereinafter "Goldwasser"). 

Fourth Ground of Rejection for Review on Appeal : 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 10-11, 26-27, and 39-40 are obvious under 35 U.S.C. § 103(a) over Brown in 
view of Rice et al, U.S. Pre-Grant Publication No. 2002/0042723 Al (hereinafter 
"Rice"). 



^ It should be noted that the Examiner only stated that claims 1-3, 6-9, 13-14, 16-19, 22-25, 29-30, 32-33, 
and 36-38 were anticipated by Brown in the "Section 102" portion of the Final Office Action. See Final 
Office Action, page 4. However, in the "Section 103" portion of the Final Office Action, the Examiner 
stated that claims 4-5, 15, 20-21, 31, 34-35 were rejected under Section 103 as being obvious over Brown 
in view of Goldwasser or, alternatively, under Section 102 in view of Brown. See id. at page 15. Thus, for 
the purposes of this appeal, we have interpreted the Examiner's statements to mean that each of claims 1-9, 
13-25, and 29-38 are anticipated by Brown. 
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Fifth Ground of Rejection for Review on Appeal ; 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 12 and 28 are obvious under 35 U.S.C. § 103(a) over Brown in view of 
Applicant Admitted Prior Art (hereinafter "AAPA"). 

7. ARGUMENT 

As discussed in detail below, the Examiner has improperly rejected the pending 
claims. Further, the Examiner has misapplied long-standing and binding legal precedents 
and principles in rejecting the claims under Sections 102, 103, and 1 12. Accordingly, 
Appellants respectfully request full and favorable consideration by the Board, as Appellants 
strongly beheve that claims 1-40 are currently in condition for allowance. 

A. First Ground of Rejection ; 

The Examiner rejected claims 1-16 under 35 U.S.C. § 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which Appellants regard as the invention. Appellants respectfully traverse this rejection. 

As an initial matter. Appellants note that the Examiner set forth three separate 
grounds for rejecting claims 1-16 under Section 1 12, second paragraph, in the Final Office 
Action. See Final Office Action, pages 2-4. The grounds of rejection are summarized 
below: 

1. The Examiner stated that it is unclear as to 
whether the term "using," as recited in claim 1, refers to 
using a "method" or "clinical research entity." 

2. The Examiner stated that the recitation of the 
term "information" in claim 14 lacks a nexus with the 
remainder of the claim. 



3. The Examiner stated that the recitation of the 
term "tracking" in claims 1 and 14 could not be 
interpreted in light of the specification and that in 
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setting forth the present rejections, the Examiner 
interpreted the "tracking" of data to be equivalent to 
"updating" data. 

See id. 

As stated above, claims 1 and 14 were amended by the previously filed Response to 
the Final Office Action to address the Section 1 12, second paragraph rejections. See 
generally. Response to Final Office Action filed January 26, 2008, pages 2 and 6. In the 
subsequently mailed Advisory Action, the Exaininer indicated that these amendments were 
entered and that the first and second grounds of rejection discussed above have been 
overcome. See Advisory Action, pages 1-2. As such, it appears that only the third ground 
of rejection regarding the recited term "tracking" is still currently outstanding. Accordingly, 
Appellants have addressed only this remaining ground of rejection in the arguments below. 

1. Judicial precedent has clearly established a legal standard for a 
rejection under Section 112. second paragraph, on grounds of 
indefiniteness. 

As the Board is well aware, the Examiner's focus during examination of claims for 
compliance with the requirement for definiteness of 35 U.S.C. 112, second paragraph, is 
whether the claim meets the threshold requirements of clarity and precision, not whether 
more suitable language or modes of expression are available. See M.P.E.P. § 2173.02. 
Although the Examiner may take exception to the terms used in the claims, the patentee 
may be his own lexicographer. Ellipse Corp. v. Ford Motor Co., 171 U.S.P.Q. 513 (7''' 
Cir. 1971), qff'd. 613 F.2d 775 (7* Cir. 1979), cert, denied, 446 U.S. 939 (1980). 
Appellants may use functional language, alternative expressions, negative limitations, or 
any style of expression or format of claim which makes clear the boundaries of the 
subject matter for which protection is sought. See M.P.E.P. §§ 2173.01 and 2173.05; In 
re Swinehart, 439 F.2d 10, 160 U.S.P.Q. 226, (CCPA 1971). It is also axiomatic that 
breadth of a claim is not to be equated with indefiniteness. In re Miller, 441 F.2d 689, 
169 U.S.P.Q 597 (CCPA 1971). 
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The essential inquiry pertaining to the definiteness requirement is whether the 
claims set out and circumscribe a particular subject matter with a reasonable degree of 
clarity and particularity. See M.P.E.P. § 2173.02. As set forth in Section 2173 of the 
Manual of Patent Examining Procedure, definiteness of claim language must be analyzed, 
not in a vacuum, but in light of: 

(A) The content of the particular application disclosure; 

(B) The teachings of the prior art; and 

(C) The claim interpretation that would be given by one 
possessing the ordinary level of skill in the pertinent art 
at the time the invention was made. 

In reviewing a claim for compliance with 35 U.S.C. 1 12, second paragraph, the 
Examiner must consider the claim as a whole to determine whether the claim apprises one 
of ordinary skill in the art of its scope and, therefore, serves the notice function required 
by 35 U.S.C. 1 12, second paragraph, by providing clear warning to others as to what 
constitutes infringement of the patent. See Solomon v. Kimberly-Clark Corp., 216 F.3d 
1372, 1379, 55 U.S.P.Q.2d 1279, 1283 (Fed. Cir. 2000). Only when a claim remains 
insolubly ambiguous without a discernible meaning after all reasonable attempts at 
construction must a court declare it indefinite. See Metabolite Labs., Inc. v. Lab. Corp. of 
Am. Holdings, 370 F.3d 1354, 1366, 71 U.S.P.Q.2d 1081, 1089 (Fed. Cir. 2004). 
Accordingly, a claim term that is not used or defined in the specification is not indefinite 
if the meaning of the claim term is discernible. See Bancorp Services, L.L.C. v. Hartford 
Life Ins. Co., 359 F.3d 1367, 1372, 69 U.S.P.Q.2d 1996, 1999-2000 (Fed. Cir. 2004). 
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2. One of ordinary skill in the art will readily recognized that "tracking" 
and "updating" data, as recited by independent claims 1 and 14, are 
two different actions in the context of the present application and, 
therefore, the Examiner's assertion that the term "tracking" is 
indefinite under 35 U.S.C. § 112, second paragraph, is erroneous. 

Appellants respectfully disagree with the Examiner's interpretation of the term 

"tracking" as being equated with the tenn "updating." As the Board will appreciate, it is 

well established case law that during patent examination, the pending claims must be 

given an interpretation that is reasonable and consistent with the specification. See In re 

Prater, 162 U.S.P.Q. 541, 550-51 (C.C.P.A. 1969); In re Morris, 44 U.S.P.Q.2d 1023, 

1027-28 (Fed. Cir. 1997); see also M.P.E.P. § 211 1 (describing the standards for claim 

interpretation during prosecution). With the foregoing in mind. Appellants respectfully 

submit that contrary to the Examiner's assertions, the "tracking" of CS information, as 

recited by independent claims 1 and 14 is clearly defined and supported at least by 

paragraph 28 of the specification. 

In particular, paragraph 28 discloses that certain embodiments of the present 
invention may include a tracking component 66 which tracks and cross-references data . 
See Application, paragraph 28. In the Advisory Action mailed February 1 1, 2008, the 
Examiner appeared to take the position that because the tracking component 66 is further 
described in the specification as also being capable modifying existing data in addition to 
tracking and cross-referencing data, that these actions are all somehow the same. See 
Advisory Action, page 3. Appellants respectfully disagree and submit that while the 
aforesaid actions may be performed in conjunction with one another to achieve a common 
goal or objective, they are, nevertheless, still separate and distinct actions. Appellants 
further submit that the tracking component 66 need not necessary be limited only to 
performing the tracking of data in the centralized database 20. 

As those skilled in the art will recognize, in managing a database, such as the 
recited "centralized database" of independent claim 1, it may be necessary to track and 



Serial No. 10/065,159 
Appeal Brief 
Page 14 of 57 

cross-reference changes in the data in order to provide a user with the most current data or 
information (e.g., updated data) or, in some cases, to provide information as to how a data 
point of interest has progressed or changed over time. Thus, while the tracking 
component 66 may also be capable of performing updates to the database, the data to be 
updated must first identified by " tracking " and cross-referencing the data with newly 
acquired data via the tracking component 66 in order to determine whether such updates 
are even required. Accordingly, Appellants submit that while tracking data may be a 
prerequisite to updating data, the two steps are still distinct, and thus not identical, as 
alleged by the Examiner. 

Moreover, Appellants note that this point is further evidenced by the plain 
language of the claim in question. For example, independent claim 1 clearly recites 
"tracking" CS information and "updating" the centralized database as being two separate 
steps of the recited method. Thus, it is clear that one skilled in the art would not interpret 
these steps as being identical. Accordingly, Appellants submit that given the plain 
language of the pending claims, one of ordinary skill in the art would not interpret 
"tracking," as recited by independent claims 1 and 14, to be analogous to "updating" and, 
therefore, the Examiner's assertion that the term "tracking" is indefinite under Section 
112, second paragraph, cannot be supported. 

3. Request Reversal of the Rejection 

In view of the reasons set forth above. Appellants respectfully request that the 
Board reverse the rejection of claims 1-16 under 35 U.S.C. § 112, second paragraph, and 
instruct the Examiner to allow these claims. 

B. Second Ground of Rejection : 

The Examiner rejected claims 1-9, 13-25, and 29-38 under 35 U.S.C. § 102(b) as 
being anticipated by Brown. Appellants respectfully traverse this rejection. Further, 
because the Examiner rejected each of independent claims 1, 14, 17, 30, and 33 on this 
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basis, these independent claims will be discussed in detail below. In summary, the 
Examiner's rejection of independent claims 1, 14, 17, 30, and 33 is believed to be 
improper for at least three reasons: 

(1) Brown fails to disclose a "template," much less a "plurality of 
templates"; 

(2) Brown fails to disclose that a "template" is selected from a 
"plurality of templates"; and 

(3) Brown fails to disclose that each of a "plurality of templates" 

corresponds to a specific clinical study. 

These above-listed features are generally recited by each of independent claims 1, 14, 17, 
30, and 33. The deficiencies of Brown with regard to these above-listed features will be 
discussed in further detail below. 

1. Judicial precedent has clearly established a legal standard for aprima 
face anticipation rejection under Section 102. 

Anticipation under Section 102 can be found only if a single reference shows 

exactly what is claimed. See Titanium Metals Corp. v. Banner, 227 U.S.P.Q. 773 (Fed. 

Cir.1985). For a prior art reference to anticipate under Section 102, every element of the 

claimed invention must be identically shown in a single reference. See In re Bond, 15 

U.S.P.Q.2d 1566 (Fed. Cir.1990). That is, the prior art reference must show the identical 

invention "in as complete detail as contained in the ... claim" to support a prima facie 

case of anticipation. Richardson v. Suzuki Motor Co., 9 U.S.P.Q. 2d 1913, 1920 (Fed. 

Cir. 1989) (emphasis added). Thus, for anticipation, the cited reference must not only 

disclose all of the recited features but must also disclose the part-to-part relationships 

between these features. See Lindermann Maschinenfabrik GMBH v. American Hoist & 

Derrick, 221 U.S.P.Q. 481, 486 (Fed. Cir. 1984). Accordingly, Appellants need only 

point to a single element or claimed relationship not found in the cited reference to 

demonstrate that the cited reference fails to anticipate the claimed subject matter. 
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Moreover, it is well-established case law that during patent examination, the 
pending claims must be given an inteipretation that is reasonable and consistent with the 
specification. See In re Prater, 162 U.S.P.Q. 541, 550-51 (C.C.P.A. 1969); In re Morris, 
44 U.S.P.Q.2d 1023, 1027-28 (Fed. Cir. 1997); see also M.P.E.P. §2111 (describing the 
standards for claim interpretation during prosecution). Indeed, the specification is " the 
primary basis for construing the claims ." See Phillips v. AWH Corp., 415 F.3d 1303, 
1315 (Fed. Cir. 2005). (Emphasis added). It is usually dispositive. See id. Interpretation 
of the claims must also be consistent with the interpretation that those skilled in the art 
would reach. See In re Cortright, 49 U.S.P.Q.2d 1464, 1468 (Fed. Cir. 1999); see also 
M.P.E.P. §2111. That is, recitations of a claim must be read as they would be interpreted 
by those of ordinary skill in the art. See Rexnord Corp. v. Laliram Corp., 60 U.S.P.Q.2d 
1851, 1854 (Fed. Cir. 2001); see also M.P.E.P. § 2111.01. In summary, an Examiner, 
during prosecution, must interpret a claim recitation as one of ordinary skill in the art 
would reasonably interpret the claim in view of the specification. See In re American 
Academy of Science Tech Center, 70 U.S.P.Q.2d 1827 (Fed. Ck. 2004). With the 
foregoing legal precedent in mind. Appellants address the Section 102 rejection below. 

2. The Examiner's rejection under 35 U.S.C. § 102 is improper because 
Brown fails to disclose a template, and thus fails to disclose a plurality 
of templates, as generally recited by each of independent claims 1, 14, 
17. 30. and 33. 

Appellants note that each of independent claims 1, 14, 17, 30, and 33 generally 
recites the use of a user-selected template. For instance, independent claims 1, 17, and 33 
each recite "a user-selected template . . . selected from a plurality of templates stored in a 
centralized database." (Emphasis added.) Similarly, independent claims 14 and 30 each 
recite "a template selected by a user from a plurality of templates stored in a centralized 
database." (Emphasis added.) Appellants respectfully submit that Brown fails to disclose 
the recited user-selected template. 
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With regard to embodiments of the present invention, a template selected by a 
user from the plurality of templates may be used to collect clinical study (CS) information 
during the course of a clinical study. Each of the plurality of templates may contain data 
fields by which a patient or a physician may enter data, such as data related to a patient' s 
name, sex, medical history, weight, height, age, etc. See Application, paragraph 15. A 
graphical representation of the recited "template" is illustrated in Fig. 3 of the present 
application. See id. at Fig. 3. Thus, the recited plurality of templates provides a 
standardized format for storing and maintaining CS information in a digital medium. See 
id. at pai-agraph 4. As described in the background section of the present application, 
such information and data has historically been maintained in paper form. See id. at 
paragraphs 2-3. Thus, managing the information so that it may be viewed in a 
standardized format is difficult, time consuming, and costly. See id. Accordingly, the use 
of a standardized set of templates provided by embodiments of the present invention is 
directed towards overcoming the drawbacks of the known prior art methods and systems 
for managing CS information and data. See id. 

Throughout the prosecution of the present application, the Examiner repeatedly 
maintained the erroneous assumption that the recited "plurality of templates" is analogous 
to "a protocol," as disclosed by Brown. See Office Action mailed June 21, 2007, pages 2- 
3; see also Final Office Action mailed November 28, 2007, page 5. In particular, the 
Examiner stated that "information concerning the type of data to be collected and the 
protocol collectively are considered to be 'a template."' Id. Appellants respectfully 
disagree with the Examiner's interpretation. As noted repeatedly by Appellants, the terms 
"template" and "protocol" are simply not comparable . See Response to Office Action 
mailed June 21, 2007, page 20; Response to Final Office Action mailed November 28, 
2007, page 21. For instance, as noted by Appellants in the previously filed Response to 
the Final Office Action, The Random House Dictionary of the English Language, 
Unabridged, defines the term "protocol," when used in a medical context, as being "[a] 
plan for carrying out a scientific study or a patient's treatment regimen." See Response to 
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Final Office Action mailed November 28, 2007, page 21; see also Definition 6 of 
"protocol." Random House Dictionary of the English Language, Unabridged, 2nd ed., 
page 1555 (1987). A copy of this dictionary definition is provided as Exhibit A in the 
Appendix of Evidence attached hereto. 

With the foregoing in mind. Appellants believe a brief summary of the teachings 
of Brown is in order. As noted in the background section of Brown, the invention set 
forth therein is meant to address problems relating to the conventional use of testing 
protocols in clinical studies, such as a Food and Drug Administration ("FDA") drug 
clinical trial. See Brown, col. 1, lines 5-43. According to Brown, during the course of an 
FDA drug trial, the sponsor of an experimental drug first submits an application and a 
testing protocol to the FDA. See id. at col. 1, lines 44-46. In an initial phase of testing, 
such as Phase I of an FDA clinical trial, the testing protocol may include guidelines 
relating to the number of volunteers and detailing the specific factors are to be studied or 
monitored (e.g., drug dosage effects and drug metabolism characteristics). See id. col. 1, 
lines 48-52. Thereafter, in Phase n (e.g., following successful completion of Phase I 
testing), the testing protocol may be further expanded to include studying the 
effectiveness of the drug, adverse reactions, etc., as well as increasing the number of test 
subjects. See id. col. 1, lines 58-65. Indeed, the use of the term "protocol," by Brown 
clearly refers to the particular plan for caiTying out an FDA drag study. Further, 
Appellants submit that this appears to be in accordance with the general well-known 
definition of the term "protocol," as discussed above and as would be recognized by 
persons skilled in the art. 

Brown notes several drawbacks, however, with regard to the known conventional 
methods for carrying out FDA drug testing. In particular, once the initial dmg testing 
protocol is submitted, it is difficult to modify the protocol during the course of the study. 
For instance. Brown discloses that one problem with the use of conventional testing 
protocols is the inability to evaluate and standardize self-assessments from participating 
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patients. See id. col. 2, lines 32-44. Thus, because it is both costly and impractical to 
keep a sufficient staff of medical experts on hand to interview or solicit feedback from 
each and every test subject, the study may rely heavily on self-assessments reported by the 
test subjects, which may often include subjective or "fuzzy" answers as to physical state 
and/or mood that are difficult or even impossible to analyze objectively. See id. A 
further problem noted by Brown is the inability to modify a testing protocol in real time. 
See id. col. 2, lines 45-67. That is, although it may be desirable to alter an existing testing 
protocol based on data analyzed during the course of a clinical study, the clinical study 
data may not aggregated or entered until near the conclusion of the trial, thus making it 
impossible for a researcher or medical professional to effectively modify or adjust the 
protocol while the study is in process. See id. 

Accordingly, Brown discloses a system and method designed to more effectively 
allow modification of testing protocols based on received data in order to address the 
aforementioned drawbacks. In particular. Brown discloses that each participating subject 
is provided a "client device" on which the research protocol is installed. See id. col. 4, 
lines 1-6. Based on the particular protocol on the client device, a test subject may 
respond to questions, such as whether symptoms were relieved after ingesting the drug, as 
well as other general questions directed towards the test subject's physical and mental 
well-being. See id. col. 4, lines 6-9. Depending on the nature of the drag being tested, 
the client device, operating under the testing protocol, may also instruct the test subject to 
enter data, such as from a glucose monitor (e.g., the drug may be designed to relieve 
diabetic symptoms), which although not explicitly disclosed by Brown, is presumably 
provided to the test subject along with the client device. See id. col. 4, lines 9-12. Still 
further. Brown discloses that as part of the patient self-assessment, the protocol may 
present narrowly structured questions as well as suggested answers, and that in the event 
of ambiguous or incomprehensible answers, the testing protocol may include formulating 
additional questions in order to more effectively direct the patient's response towards a 
more objectively analyzable answer. See id. col. 4, lines 12-19. Additionally, the testing 
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protocol may also include providing a restricted set of possible answers (e.g., multiple 
choice, true/false). See id. Because it is often difficult to draw sound scientific 

conclusions from non-objective data, these techniques set forth in Brown are designed 
reduce or eliminate the subjective nature of answers that are commonly provided by 
patients participating in such studies. 

Brown fiirther discloses that the self-assessment response provided by the patient 
through the client device is relayed to a server by a communication uplink, such that the 
data may be received and aggregated with data received from other test subjects in real 
time and statistically analyzed by parameters, which may be set by the testing protocol. 
See id. As such, medical and research personnel monitoring the drug study may be able 
to modify the protocol in response to the received data. See id. col. 4, lines 29-31. 
Brown discloses that modifying the protocol may include using parameters identified in 
the received data to better identify subjects responding positively to treatment, identifying 
subgroups among the testing population, or initiating additional self-assessment inquiries 
based on the analyzed data. See id. col. 4, lines 31-39. In other words, Brown is directed 
towards a system and method for modifying a protocol, which appears to be defined as a 
plan for carrying out an FDA experimental drug study. 

Brown also explicitly states that the protocol installed on the client device is an 
" intelligent message , [which] acts in place of a researcher, investigator, clinician or other 
medical expert ." Id. col. 4, lines 65-67. (Emphasis added.) Thus, it would appear that 
Brown intends for the protocol installed on the client devices to act as a thorough but 
automated form of soliciting feedback from each test subject, distributing guidelines or 
instructional messages for operating medical research equipment {e.g., such as the above 
discussed glucose monitor), thereby reducing the need for constant supervision and 
assistance from medical personnel. This is in accordance with solving the above 
discussed issues regarding the high costs and impracticality of keeping a full staff of 
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medical experts on hand to interview or solicit feedback day after day from what may be 
hundreds or even thousands of test subjects participating in a single drug trial study. 

In stark contrast, the term "template," as recited by each of the independent 
claims, is focused on a device or interface containing "fields that prompt a user to enter 
specific CS (clinical study) data 92 or to display specific CS data 92." Application, 
paragraph 35. The use of a "template" allows for the organization (e.g., acquisition and 
storage) of the CS data in a standardized format, thereby facilitating subsequent viewing, 
retrieval, and analysis by medical experts. See id. at paragraph 4. For example, such 
fields may include a patient's name, sex, medical history, weight, height, age, etc. See id. 
at paragraph 15; Fig. 3. Indeed, in the present context, a standardized template is clearly 
defined as having a set of fields allowing users to enter or view specific CS data. It is not, 
as the Examiner has alleged, analogous to a testing protocol. 

In response to Appellants' arguments in the previously filed Response, the 
Examiner provided in the Final Office Action a dictionary definition of the term 
"template" as follows: 

Webster's n Dictionary, Second Edition defines 
"template" as "a gauge or pattern. . . used in making or 
copying something accurately." 

Final Office Action, page 22. 

Moreover, to the extent that the Examiner relied on this dictionary definition, the 
Examiner further stated that: 

. . .it is noted that the features upon which 
[A]pplicant[s] rel[y] (i.e., a set of fields allowing "a user to 
enter specific CS (clinical study) data 92 or to display 
specific CS data 92 for a user to view and analyze") are not 
recited in the rejected claim(s). Although the claims are 
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interpreted in light of the specification, limitations from the 
specifications are not read into the claims. 

Assuming arguendo this limitation flows inherently 
therefrom. Brown teaches displaying a portion of the 

protocol to the research subject to extract a response via an 
input (Figure 2a level 206-207). Brown further teaches that 
a protocol can include questions for the subject (Abstract). 

Id. at pages 23-24. 

Based on these comments, it appears that the Examiner has flatly refused to consider 
Appellants' previously submitted arguments on the grounds that the dictionary definition 
of "templates" does not explicitly disclose "a set of fields." Further, in the Advisory 
Action mailed on Febmary 11, 2008, the Examiner asserted that paragraph 35 of the 
present application fails to define a "template," but merely discusses alternative 
embodiments and non-commital features. See Advisory Action mailed February 11, 
2008, page 4. Appellants respectfully disagree with this line of reasoning. 

In particular. Appellants note that when a claim recites a term that is not 
commonly known or used in the art, such a term is to be interpreted in view of the 
specification and in manner that is consistent with the interpretation that a person of 
ordinary skill in the art would reach. See In re Prater, 415 F.2d 1393, 1404-05, 162 
U.S.P.Q. 541, 550-51 (C.C.P.A. 1969) (emphasis added); see also In re Morris, 127 F.3d 
1048, 1054-55, 44 U.S.P.Q.2d 1023, 1027-28 (Fed. Cir. 1997); see oho M.P.E.P. §§ 
608.01(o) and 2111; see also In re Cortright, 165 F.3d 1353, 1359, 49 U.S.P.Q.2d 1464, 
1468 (Fed. Cir. 1999); M.P.E.P. § 2111. Further, while Appellants certainly appreciate 
the difficulty faced by the Examiner in interpreting the claims in view of the specification 
without improperly importing limitations from the specification into the claims. 
Appellants respectfully note that the Federal Circuit, sitting en banc, recently provided a 
summary and additional guidance regarding the proper interpretation of claims in view of 
the specification. See Phillips v. AWH Corp., 75 U.S.P.Q.2d 1321 (Fed. Ck. 2005) (en 
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banc). In Phillips, the Federal Circuit again emphasized the primacy of the specification 
in claim interpretation. Particularly, the Phillips court noted that the specification "is 
always highly relevant to the claim constmction analysis. Usually, it is dispositive; it is 
the single best guide to the meaning of a disputed term." Phillips, 75 U.S.P.Q.2d at 1327 
(quoting Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576, 1582 (Fed. Cir. 1996)) 
(Emphasis added.) Moreover, the court also noted that: 

Ultimately, the interpretation to be given a term can only be 
determined and confirmed with a full understanding of 
what the inventors actually invented and intended to 
envelop with the claim. The construction that stays true to 
the claim language and most naturally aligns with the 
patent's description of the invention will be, in the end, the 
correct construction. 

Phillips, 75 U.S.P.Q.2d at 1328-29 (Emphasis added). 

In other words, the case law clearly states that it is the specification itself is the best 
resource for interpreting a disputed claim term. 

With the above controlling case law in mind, Appellants submit to the Board that 
the Examiner's continued reliance on a mere dictionary reference and blatant refusal to 
consider the specification of the present application in interpreting the term "user-selected 
template," as generally recited by each of the pending independent claims, is not only in 
direct contrast with legal precedent established by both the fornier C.C.P.A. and the 
Federal Circuit, but also inconsistent with the reading one skilled in the art would reach 
when interpreting the claims. Indeed, as discussed above, the recited "template" is 
clearly described in the Application as being directed towards a standardized format 
having a set of fields for entering/storing CS data, and designed to replace traditional non- 
uniform paper-based systems for recording CS data. See Application, paragraphs 2, 35. 



Serial No. 10/065,159 
Appeal Brief 
Page 24 of 57 



Further, Appellants respectfully submit that the mere fact that the protocol of 
Brown might include submitting questions to a patient as part of a drug study would 
clearly not merit an interpretation by one of ordinary skill in the art that a "protocol" is 
analogous to the recited "template." Instead, to the extent that the recited "templates" of 
the pending claims have any relation whatsoever to "protocols," it is, as stated in the 
present application, that the CS information entered into the user template may be used to 
gather protocols for operating medical devices. See id. at paragraphs 27, 34. However, 
one skilled in the art will clearly recognize that the recited user templates themselves are 
distinct and thus, not analogous to the protocols which may be gathered or developed 
using the CS information stored in the templates. Additionally, Appellants note that 
nothing in Brown appears to teach or suggest that a protocol is developed as a result of 
clinical information entered through a template or that a "protocol" allows user entry of 
CS data via a set of fields or the display and retrieval of such data. Rather, it appears that 
the Examiner has made the illogical leap that a standardized template exists in Brown 
simply because Brown appears to suggest that the sohcitation of answers from patients 
may be part of a drug testing protocol. 

Still further. Appellants respectfully note that the recited templates, as discussed 
above, are directed towards providing a standardized format for receiving, storing, 
viewing, and analyzing CS data. In other words, to streamline the management of CS 
data, a standard form is used to collect the data. This ensures uniformity amongst all the 
data collected in a particular study by using the same template throughout the course of a 
study . In contrast. Appellants submit that there is nothing standardized about the system 
and method disclosed in Brown. As discussed above. Brown is teaches a method and 
system directed towards continuously modifying a testing protocol based upon the 
analysis of clinical study data. See Brown, col. 2, lines 58-67 (noting that the inability to 
modify a protocol is a problem in the prior art); col. 3, lines 41-63; col. 7, lines 1-6. 
Therefore, it would seem that Brown intends for the protocol to change throughout the 
course of the study in accordance with patient feedback. Indeed, this appears to be in 
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direct contrast and wholly inconsistent with the manner in which a "template" if defined 
in the present Application and recited in each of the presently pending claims. 

Accordingly, in view of the numerous reasons set forth above. Appellants 
respectfully submit to the Board that when considering the terms "template" and 
"protocol" in view of their respective specifications, a person skilled in the art would not 
and could not reasonably conclude that a protocol is analogous to the recited "template" 

of independent claims 1, 14, 17, 30, and 33. As such, Appellants assert that Brown does 
not teach or suggest a template, much less a plurality of templates, as recited by each of 
these independent claims. 

3. Even hypotheticallv assuming that the protocol disclosed by Brown 
could be considered the recited template, the Examiner's rejection 
under 35 U.S.C. § 102 is still improper because; Brown further fails to 
disclose that the protocol is selected from a plurality of protocols, as 
generally recited for the templates in each of independent claims 1, 14, 
17, 30, and 33. 

Appellants note that each of the independent claims pending in the present 
application generally recites the selection of a template (e.g., user selected template) from 
a plurality of templates stored in a centralized database. As discussed above, the 
Examiner's rejection asserts that a "protocol," as disclosed by Brown, is analogous to a 
"template," as recited by each of independent claims 1, 14, 17, 30, and 33. For at least 
the reasons set forth above, this analogy is believed to be clearly erroneous. That is, 
because Brown fails to even disclose a single template. Appellants submit that Brown 
cannot possibly disclose selecting a template from a plurality of templates, as recited by 
each the presently pending independent claims. 



However, even assuming, arguendo, that a "protocol" could somehow be 
construed as being analogous to the recited "template," Appellants submit that the Brown 
still fails to disclose that the protocol is selected from a plurality of protocols (templates). 
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As discussed above, Brown discloses that an initial testing protocol is generally 
formulated and submitted to the FDA prior to receiving approval for testing a new drug. 
See id. at col. 1, lines 44-46. Further, the protocol is clearly laid out in Brown as being a 
plan or set of rules and guidelines for carrying out a scientific study and, in the context of 
clinical drug studies, may relate to guidelines for determining the number of volunteers, 
what factors are to be studied (e.g., drug dosage effects and drug metabolism 
characteristics), guidelines for studying the effectiveness of the drug, monitoring of 
adverse reactions, etc. See id. col. 1, lines 48-61. The protocol may further include 
guidelines for expanding the number of test subjects during later phases of the study. See 
id. col. 1, lines 61-65. 

To improve conventional protocol-based clinical testing methods. Brown 
discloses a system and method that expedites the collection and analysis of drug testing 
data from the test subjects. As such, research experts monitoring the study may be better 
equipped to identify certain data points or trends for the purposes of modifying the testing 
protocol to optimize the collection of reliable data in subsequent stages of the study. 
However, Appellants submit that nothing in Brown suggests that the clinical researches 
are selecting a protocol from a plurality of protocols. In fact, as will be appreciated by 
those skilled in the art, it would be it would be detrimental if different testing protocols 
were used simultaneously within the same study, as the reliability of the acquired data 
would be inconsistent and thus compromised. 

In responding to Appellants' previous arguments with regard to this claimed 
feature, the Examiner stated that: 

Brown teaches that: 

(a) the server device records the information 
concerning the type of data to be collected and protocol in 
the database (Figure 2a label 204); 
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(b) the server device records the modified protocol 
in the database (Figure 2b label 218); 

(c) steps (a)-(b) are repeated (Figure 2b label 221), 
thereby creating a plurality of protocols stored in the 
database (It is noted that nowhere does Brown teach 
deleting, or otherwise expunging or purging, protocol from 

the database ): 

(d) the medical research expert either leave the 
protocol unchanged or modify the protocol as necessary (It 
is noted that a protocol is " selected " by the medical 
research expert for implementation) (column 7 line 3-5). 

According to the teachings of Brown, a medical 
research expert is presented with the choice to either 
modify the protocol or leave the protocol as-is. When steps 

(a)-(b) 

are repeated, the database stores therein a plurality of 
protocols as the results of the medical research expert 
modifying the protocol during each repetition of the loop. 

Examiner submits that when the medical research 

expert leaves a protocol as-is, the medical research expert is 
in effect " selecting " to implement the instant protocol over 
the plurality of protocols implemented in previous loops. 

Final Office Action, pages 21-22. (Emphasis added.) 



In other words, it appears that the Examiner is suggesting that because Brown does not 
explicitly disclose that modifying the protocol includes removing or expunging the 
previous "versions" of the protocol, these "out-dated" protocols must remain somewhere 
in the database, thus constituting a plurality of protocols. Appellants respectfully disagree 
with the Examiner's interpretation. 



Although Appellants acknowledge that Brown does not explicitly disclose that 
"old versions" of the testing protocol are discarded from the server. Appellants submit 
that the Examiner's interpretation of Brown in this regard is in clear contradiction with 
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the interpretation one of ordinary skill in the art would reach. First, Appellants submit 
that the plain meaning of the terms " modifying or " changing " a protocol imply that a 
researcher is making a change or modification to an existing protocol. Appellants further 
submit that one of ordinary skill in the art would not interpret "modifying a protocol" to 
mean that a researcher creates a copy of the original protocol (which is identical to the 
original protocol), implements the desired changes in the copy of the protocol (creating 
the modified protocol), and then saves or otherwise stores the "modified" protocol 
alongside the "original protocol" in a server. 

In accordance with the system and method disclosed by Brown, it is desirable to 
update (e.g., modify) the protocol based on acquired patient data. For instance. Brown 
states that one drawback of the prior art is that "researches are unable to modify a clinical 
protocol while in progress" and that if such a solution is provided, "it is believed that 
morbidity and mortality associated with evaluation of new drugs could be substantially 
reduced if researches could respond during the research such to halt the clinical trial or 
adjust the drug dosage." Brown, col. 2, lines 58-67. Thus, Brown clearly sets forth that a 
researcher would always want to use the most recent version of the protocol in order to 
acquire the most reliable data while reducing possible harm to the test subjects. 
Accordingly, Appellants submit that Brown does not explicitly disclose expunging the 
old protocol versions because under the system and method of Brown, one of ordinary 
skill in the art would infer that these old and out-of-date protocols would never be used 
again due to morbidity and mortality concerns, as discussed above. 

To provide a hypothetical example, suppose a researcher desires to conduct a 
study regarding a drug for reducing the occurrence of facial acne in young adults and 
submits an application and testing protocol to the FDA, in which the submitted protocol 
initially calls for an equal sample of male and female test subjects. Let us suppose that an 
analysis of the research data from a first testing phase indicates that the drug is highly 
effective in male test subjects for eliminating acne, but causes severe skin reactions and 
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rashes in female patients while doing little to combat acne in the female patients. 
Accordingly, the research experts monitoring the study may find it pertinent to modify the 
existing testing protocol, for example, to exclude future data received from the already 
participating female subjects in order to prevent skewing of the test results demonstrating 
the effectiveness of the drug in male subjects and/or to exclude selection of additional 
female test subjects when selecting additional test subjects for subsequent FDA testing 
phases, as it is now known that females may experience sever and undesirable side-effects 
when taking the subject drug. Accordingly, Appellants submit that it would neither be 
logical nor efficient to keep the original protocol because upon realization that female test 
subjects should not be included in future testing due to health concerns as well as the 
ineffectiveness of the drug in female test subjects, there would be never be a need to 
revert to the original protocol. 

Appellants note that the Examiner's only line of reasoning in asserting Brown 
teaches the selection of a protocol from a plurality of protocols appears to be based on the 
contention that each modification of a protocol constitutes a new separate protocol. 
However, in view of the hypothetical example provided above, such an interpretation is 
clearly erroneous. Moreover, Appellants note that the Examiner appears to admit in the 
Advisory Action that a protocol could be constant . Specifically, the Examiner stated 
"[b]ased on the evidence presented above, Examiner submits that the protocol of Brown 
may be constant." Advisory Action, page 6. However, if the Examiner chooses to 
interpret a protocol as being constant, then such an interpretation would preclude the 
Examiner's logic that a changing protocol constitutes a plurality of protocols/templates. 
Indeed, this statement appears to be in direct contradiction with the Examiner's previous 
arguments and, in fact, would seem to imply that in certain instances Brown does not 
disclose a plurality of protocols. 

Therefore, in view of the Examiner's own contradicting statements. Appellants 
submit that Brown does not disclose a plurality of protocols from which a single protocol 
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is selected. That is, one of ordinary skill in the art would readily acknowledge that the 
passages of Brown which disclose "modifying" or "changing" a protocol are directed 
towards making changes in an existing protocol, without instantiating a new protocol each 
time a modification is performed . Accordingly, even assuming hypothetically that the 
recited "templates" could be analogous with a "protocol," Appellants believe the 
Examiner's assertions that Brown discloses selecting a protocol from a plurality of 
protocols cannot be supported by the plain teachings of the reference itself. 

4. Even hypothetically assuming that the Brown discloses a plurality of 
protocols, the Examiner's rejection under 35 U.S.C. § 102 is still 
improper because. Brown further fails to disclose that each of the 
plurality of protocols corresponds to specific clinical studies, as 
generally recited by each of independent claims 1, 14, 17, 30. and 33. 

Appellants further note that each of independent claims 1, 14, 17, 30, and 33 

further recites that each of a "plurality of templates" is configured to correspond to 

"specific clinical studies." Appellants submit that this recited feature is also not present 

in Brown. 

As described above, a drawback in prior art clinical study (CS) data management 
is the lack of a standardized format for maintaining CS data. See Application, paragraphs 
2-3. Conventional CS data management methods may involve maintaining data in paper 
form. See id. For clinical research entities that conduct multiple clinical studies 
simultaneously, maintaining CS data in manner wherein it may be effectively utilized by 
a plurality of people can be both difficult and costly. See id. As such, the present 
application is directed towards providing a standardized format for acquiring and storing 
CS data, thereby facilitating the viewing and analysis of the data by medical personnel. 
See id. at paragraph 4. Specifically, the present claims are directed towards systems, 
methods, and computer programs which provide a plurality of standardized templates, 
each of contains a plurality of fields for receiving CS data. See id. at paragraph 35. 
Moreover, each of the plurality of templates may be associated with a specific clinical 
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study. See id. at paragraph 36. For example, a "generic template" may be used to create a 
specific template corresponding to a specific clinical study . See id. In other words, the 
present application discloses that in a given plurality of templates, each respective 
template may correspond to a specific respective clinical study. Accordingly, 
embodiments of the present invention are particularly useful in aiding clinical research 
entities, which may engage in numerous different clinical studies simultaneously, to 
better maintain CS data and, therefore, improve viewing, analysis, and management of the 
CS data. 

Further, as discussed in detail above, the Examiner's assertion of a "protocol" as 
being analogous to the recited "template" of independent claims 1, 14, 17, 30, and 33 is 
erroneous. Therefore, Brown cannot possibly disclose a template, much less a plurality 
of templates, each corresponding to specific clinical studies , as recited by the presently 
pending independent claims. However, even assuming, arguendo, that a "protocol" could 
somehow be correlated to the "template," and that Brown could be interpreted as 
disclosing a "plurality of protocols," Appellants submit that nothing in Brown suggests 
that each of the "plurality of protocols" correspond to specific clinical studies. 

Rather, as discussed above, the Examiner asserted that Brown discloses a plurality 
of protocols based on the observation that Brown fails to explicitly disclose discarding 
"old versions" of protocols after the protocol is modified in response to the analysis of 
drug testing data. Assuming momentarily for the sake of argument that the Examiner is 
correct in his interpretation of the Brown reference and that Brown does indeed disclose a 
plurality of protocols, Appellants note that the plurality of protocols would essentially 
constitute different "versions" of a dmg testing protocol, with newer versions of the 
protocol being created each time the testing protocol is modified. However, under the 
Examiner' s interpretation, each of the plurality of protocols would correspond to the 
same clinical drug test . In other words, even though the original protocol may have been 
modified to "produce" a new updated protocol (the asserted "plurality of protocols"), both 
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protocols would still correspond to the same clinical study, not specific clinical studies as 
recited by each of the pending independent claims. 

Therefore, even under the assumption that the Examiner's assertion that Brown 
teaches a "plurality of protocols" is credible. Appellants submit that there is absolutely no 
indication that each of the plurality of protocols corresponds to different specific clinical 
studies. They would, in fact, correspond to the same clinical study. 

5. Request Reversal of the Rejection 

For at least the reasons set forth above. Brown is believed to be clearly deficient 
with regard to the above-discussed features of independent claims 1, 14, 17, 30, and 33. 
Therefore, Appellants respectfully submit that independent claims 1, 14, 17, 30, and 33 
are clearly allowable under Section 102(b) over Brown. Further, with regard to claims 2- 
9, 1 3, 1 5- 1 6, 1 8-25, 29, 3 1 -32, and 34-38, Appellants note that each of these claims 
depends from one of the allowable independent claims 1, 14, 17, 30, or 33. Thus, 
Appellants further submit that claims 2-9, 13, 15-16, 18-25, 29, 31-32, and 34-38 are also 
clearly allowable at least by virtue of dependency from an allowable base claim. 

Accordingly, Appellants respectfully request that the Board reverse the rejection 
of claims 1-9, 13-25, and 29-38 under 35 U.S.C. § 102(b) and instruct the Examiner to 
allow these claims. 

C. Third Ground of Rejection ; 

The Examiner rejected claims 4-5, 15, 20-21, 31, and 34-35 as being obvious 
under 35 U.S.C. § 103(a) over Brown in view of Goldwasser. Appellants respectfully 

traverse this rejection. 
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1. Judicial precedent has clearly established a legal standard for a prima 
face obviousness rejection under Section 103. 

Before continuing, Appellants note that this present ground of rejection, as well as 

all the subsequent remaining grounds of rejection which are currently being appealed, are 

based on obviousness under Section 103. Accordingly, the legal guidelines provided in 

the present discussion regarding the rejection of claims 4-5, 15, 20-21, 31, and 34-35 

believed to be equally applicable to the remaining grounds of rejections as well. 

Therefore, to avoid redundancy. Appellants have not reproduced the following text for 

each subsequent discussion, but rather respectfully requests that the Board keep in mind 

these legal guidelines regarding obviousness rejections under Section 103 while 

considering each of the remaining grounds of rejections in the present Appeal. 

As the Board is well aware, it is well established case law that the burden of 
establishing a prima facie case of obviousness falls on the Examiner. Ex parte Walters 
and Kuypers, 214 U.S.P.Q. 735 (PTO Bd. App. 1979). To establish a prima facie case, 
the Examiner must show, among other things, that the combination includes all of the 
claimed elements . Ex parte Clapp, 111 U.S.P.Q. 972 (B.P.A.l. 1985). (Emphasis added.) 
Furthermore, in addressing obviousness determinations under 35 U.S.C. § 103, the 
Supreme Court in KSR International Co. v. Teleflex Inc., No. 04-1350 (April 30, 2007), 
reaffirmed many of its precedents relating to obviousness including its holding in 
Graham v. John Deere Co., 383 U.S. 1 (1966). In KSR, the Court also reaffirmed that "a 
patent composed of several elements is not proved obvious merely by demonstrating that 
each of its elements was, independently, known in the prior art." Id. at 14. In this regard, 
the KSR court stated that "it can be important to identify a reason that would have 
prompted a person of ordinary skill in the relevant field to combine the elements in the 
way the claimed new invention does . . . because inventions in most, if not all, instances 
rely upon building blocks long since uncovered, and claimed discoveries almost of 
necessity will be combinations of what, in some sense, is already known." Id. at 14-15. 
In KSR, the court noted that the demonstration of a teaching, suggestion, or motivation to 
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combine provides a "helpful insight" in determining whether claimed subject matter is 
obvious. KSR, slip op. at 14. 

Furthermore, the KSR court did not diminish the requirement for objective 
evidence of obviousness. Id. at 14 ("To facilitate review, this analysis should be made 
explicit. See In re Kahn, 441 F.3d 977, 988 (CA Fed. 2006) ("[R]ejections on 
obviousness grounds cannot be sustained by mere conclusory statements; instead, there 
must be some articulated reasoning with some rational underpinning to support the legal 
conclusion of obviousness"). As our precedents make clear, however, the analysis need 
not seek out precise teachings directed to the specific subject matter of the challenged 
claim, for a court can take account of the inferences and creative steps that a person of 
ordinary skill in the art would employ."); see also. In re Lee, 61 U.S.P.Q.2d 1430, 1436 
(Fed. Cir. 2002) (holding that the factual inquiry whether to combine references must be 
thorough and searching, and that it must be based on objective evidence of record). 

2. The Examiner's rejection under 35 II.S.C. § 103 is improper because 
Brown and Goldwasser. even in combination, fail to disclose all the 
recited claim elements, and thus cannot establish a prima facie case of 
obviousness against claims 4-5. 15. 20-21. 31. and 34-35. 

Appellants respectfully note that each of the claims rejected by the Examiner 

based on the combination of Brown and Goldwasser depends either directly or 

indirectly from one of the independent claims rejected by the Examiner under 

Section 102 in view Brown. In particular. Appellants note that claims 4-5 depend 

from claim 1, claim 15 depends from claim 14, claims 20-21 depend from claim 17, 

claim 31 depends from claim 30, and claims 34-35 depend from claim 33. 

As discussed above, Brown clearly fails to disclose several of the features 
recited by each of independent claims 1, 14, 17, 30, and 33. Furthermore, Appellants 
submit that Goldwasser fails to obviate the deficiencies of Brown. Indeed, it appears 
that the Examiner merely relied upon Goldwasser for the teaching of certain medical 
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devices, including a computed tomography device, a radiography device, and an 
ultrasound imaging device. Although Appellants do not necessarily concede that 
Goldwasser discloses these elements, Appellants respectfully submit that these 
elements alone do not overcome the deficiencies of Brown. As such, dependent 
claims 4-5, 15, 20-21, 31, and 34-35 are believed to be allowable at least by virtue of 
their dependencies from an allowable base claim. 

3. Request Reversal of the Reiection 

In view of the reasons set forth above. Appellants respectfully request that the 
Board reverse the rejection of claims 4-5, 15, 20-21, 31, and 34-35 under 35 U.S.C. § 
103(a) and instruct the Examiner to allow these claims. 

D. Fourth Ground of Reiection ; 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 10-11, 26-27, and 39-40 are obvious under 35 U.S.C. § 103(a) over Brown in 
view of Rice. Appellants respectfully traverse this rejection. 

1. The Examiner's reiection under 35 U.S.C. § 103 is improper because 
Brown and Rice, even in combination, fail to disclose all the recited 
claim elements, and thus cannot establish a yrima facie case of 
obviousness against claims 10-11, 26-27, and 39-40. 

Appellants respectfully note that each of the claims rejected by the Examiner 

based on the combination of Brown and Rice depends either directly or indirectly 

from one of the independent claims rejected by the Examiner under Section 102 in 

view Brown. In particular. Appellants note that claims 10-11 depend from claim 1, 

claims 26-27 depend from claim 17, and claims 39-40 depend from claim 33. 

As discussed above. Brown clearly fails to disclose several of the features 
recited by each of independent claims 1, 17, and 33. Furthermore, Appellants submit 
that Rice fails to obviate the deficiencies of Brown. Indeed, it appears that the 
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Examiner merely relied upon Rice for teaching inquiry with regard to specific 
patients. Although Appellants do not necessarily concede that Rice discloses this 
element, Appellants respectfully submit that this element alone does not overcome 
the deficiencies of Brown. As such, dependent claims 10-11, 26-27, and 39-40 are 
believed to be allowable at least by virtue of their dependencies from an allowable 
base claim. 

2. Request Reversal of the Reiection 

In view of the reasons set forth above. Appellants respectfully request that the 
Board reverse the rejection of claims 10-11, 26-27, and 39-40 under 35 U.S.C. § 103(a) 
and instruct the Examiner to allow these claims. 

E. Fifth Ground of Reiection ; 

Whether the Examiner has satisfied the burden of establishing a prima facie case 
that claims 1 2 and 28 are obvious under 35 U.S.C. § 103(a) over Brown in view of 
Applicant Admitted Prior Art (hereinafter "AAPA"). 

1. The Examiner's reiection under 35 U.S.C. § 103 is improper because 
Brown and AAPA, even in combination, fail to disclose all the recited 
claim elements, and thus cannot establish a prima facie case of 
obviousness against claims 12 and 28. 

As an initial matter. Appellants traverse the Examiner's assertion that any 

admissions of prior art have been made. Rather, Appellants note that what is being 

asserted as AAPA refers to the Examiner's previous use of Official Notice with regard to 

various database features recited by claims 12 and 28. Li the Final Office Action, the 

Examiner asserted that "Applicant[s] failed to properly traverse the Examiner's assertion" 

in the previous Office Action. Final Office Action, page 20. Appellants respectfully 

disagree and submit that that Official Notice with regard to this subject matter was first 

cited in the Office Action mailed June 21, 2007, and seasonably challenged and traversed 

by Appellants in the subsequently filed Response. See Response to Office Action filed 
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September 21, 2007, pages 24-25. Thus, contrary to the Examiner's assertion. Appellants 
respectfully submit to the Board that the Examiner's use of Official Notice was properly 
traversed in the Response filed September 21, 2007. See id. Therefore, the Examiner's 
classification of the facts taken under Official Notice in the previous Office Action as 
being admitted prior art in the Final Office Action is improper. 

Further, with regard to the use of Official Notice in the instant Office Action, 
Appellants note that the Examiner has taken Official Notice specifically with regard to 
the database actions of "(a) forming a query; (b) transmitting the query to the database; 
(c) parsing of the query by the database; (d) retrieving information stored in the database 
as indicated by the result of (c); [and] (e) returning the result of (d) for display; is old and 
well established in the art of database." Final Office Action, page 20. As discussed 
above, however. Brown clearly fails to disclose several of the features recited by each of 
independent claims 1, 14, 17, 30, and 33. Furthermore, even if the general database query 
steps of claims 12 and 28 could be inferred from unidentified art, Appellants submit that 
what is asserted to be AAPA fails to obviate the deficiencies of Brown. Indeed, it 
appears that the Examiner merely relied upon AAPA for allegedly teaching these 
database actions. Therefore, although Appellants do not necessarily concede that AAPA 
discloses these elements. Appellants respectfully submit that these elements alone do not 
overcome the deficiencies of Brown. As such, dependent claims 12 and 28 are believed 
to be allowable at least by virtue of their dependencies from allowable base claims 1 and 
17, respectively. 

Still further. Appellants again challenge the Examiner's assertion that the previous 

use of Official Notice constitutes admitted prior art. Even if the general query steps of 
claims 12 and 28 could be inferred from unidentified art, the Examiner still bears the 
burden of establishing a prima facie case based upon a reasonable combination with 
Brown and some likelihood of success . Li this case. Brown does not disclose entering 
information into a database in the manner set forth in claims 1 or 17. As such, the query 
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steps of claims 12 and 28 do not appear combinable with Brown. Thus, the mere citation 
of Official Notice fails to provide the requisite likelihood of success in this regard, and is 
therefore traversed. 

2. Request Reversal of the Rejection 

In view of the reasons set forth above. Appellants respectfully request that the 
Board reverse the rejection of claims 12 and 28 under 35 U.S.C. § 103(a) and instruct the 
Examiner to allow these claims. 

Conclusion 

In view of the arguments presented herein. Appellants respectfully submit that all 
pending claims are in condition for allowance. However, if the Examiner or the Board 
wishes to resolve any other issues by way of a telephonic conference, the Examiner or 
Board is kindly invited to contact the undersigned attorney at the telephone number listed 
below. 

Respectfully submitted. 

Date: September 1. 2008 /Patrick S. Yoder/ 

Patrick S. Yoder 
Reg. No. 37,479 
FLETCHER YODER 
P.O. Box 692289 
Houston, TX 77269-2289 
(281) 970-4545 



Serial No. 10/065,159 
Appeal Brief 
Page 39 of 57 



8. APPENDIX OF CLAIMS ON APPEAL 

1. A method for managing clinical study (CS) information for a clinical 
research entity via a server system coupled to a centralized database and at least one client 
system, said method comprising: 

receiving at the server system CS information relating to at least one patient 
involved in a clinical study, the CS information being entered through a user selected 
template displayed on the client system, wherein the user selected template is selected 
from a plurality of templates stored in a centralized database, each of the plurality of 
templates configured to correspond to specific clinical studies; 

storing CS information received at the server system in the centralized database; 

tracking CS information stored in the centralized database; 

updating the centralized database periodically with newly received information to 
maintain CS information; and 

providing CS information in response to an inquiry. 

2. A method in accordance with claim 1 further comprising transmitting from 
the server system to the at least one client system at least one report summarizing 
information and findings for a clinical study. 

3. A method in accordance with claim 1 further comprising transmitting from 
the server system to the at least one client system at least one report summarizing CS 
information and findings for at least one patient involved in a clinical study. 

4. A method in accordance with Claim 1 further comprising providing at 
least one medical device in communication with the at least one client system, the at least 
one medical device includes at least one of a computed tomography device, a radiography 
device, a positron emission tomography device, and an ultrasound imaging device. 
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5. A method in accordance with claim 4 wherein receiving CS information 
comprises: 

using a template selected by a user from the plurality of templates stored in the 
centralized database to gather protocols for operating the at least one medical device; 
displaying the template on the client system; 

operating the at least one medical device based on the entered protocols; and 
receiving at the server system information generated as part of the operation of the 

at least one medical device including at least one of x-rays and diagnostic images for a 

patient involved in a clinical study. 

6. A method in accordance with claim 1 wherein receiving CS information 
comprises: 

using a template selected by a user from the plurality of templates stored within 
the centralized database to gather CS information; 

displaying the selected template on the client system; and 

inputting into the selected template at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient K) 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information and documents relating to utilized 
medical equipment, engineering information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical equipment, 
and any other documents and information relating to the treatment and/or diagnosis 
patient involved in a clinical study conducted by the clinical research entity. 

7. A method in accordance with claim 1 wherein tracking CS information 
comprises: 

compiling a data report including at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient ID 
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number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information relating to utilized medical 
equipment, engineering information relating to utilized medical equipment, marketing 
information relating to utilized medical equipment, and any other information relating to 
the treatment and/or diagnosis of a patient involved in a clinical study conducted by the 
clinical research entity; and 

transmitting the data report to a predesignated party at the at least one client 

system. 

8. A method in accordance with claim 1 wherein tracking CS information 
comprises exporting CS information selected by a user to at least one computer program. 

9. A method in accordance with claim 1 wherein tracking CS information 
further comprises: 

linking to a specific patient involved in a clinical study at least one of a patient 
medical history, utilized medical application information, utilized medical equipment 
information, treatment diagnosis results, modeled images, x-rays, manufacturing 
information and documents relating to utilized medical equipment, engineering 

information and documents relating to utilized medical equipment, marketing information 
and documents relating to utilized medical equipment, and any other documents and 
information relating to the treatment and/or diagnosis of the patient; and 

displaying on the client system at least one of the patient medical history, utilized 
medical application information, utilized medical equipment information, treatment 
and/or diagnosis results, modeled images, x-rays, manufacturing inforaiation and 
documents relating to utilized medical equipment, engineering inforaiation and 
documents relating to utilized medical equipment, marketing information and documents 
relating to utilized medical equipment, and any other documents or information relating 
to the treatment and/or diagnosis of the patient. 
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10. A method in accordance with claim 1 wherein providing CS information 
comprises: 

displaying on the client system at least one of a list of patients involved in a 
clinical study and a list of clinical studies conducted by the clinical research entity; 

receiving an inquiry from the client system regarding at least one of a patient 
included within the patient list and a clinical study included within the clinical study list. 

11. A method in accordance with claim 1 wherein providing CS information 

comprises: 

receiving an inquiry from the client system regarding at least one of a patient 
name, a patient sex, a patient medical history, a patient weight, a patient height, a patient 
age, a patient ID number, a modality of treatment diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information and documents relating to utilized 
medical equipment, engineering information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical equipment, 
and any other documents or information relating to the treatment and/or diagnosis of a 
patient involved in a clinical study conducted by the clinical research entity; and 

displaying information on the client system regarding at least one of the patient 
name, the patient sex, the patient medical histoiy, the patient weight, the patient height, 
the patient age, the patient ID number, the modality of treatment diagnosis, utilized 
medical application information, utilized medical equipment information, treatment 
diagnosis results, modeled images, x-rays, manufacturing information and documents 
relating to utilized medical equipment, engineering information and documents relating to 
utilized medical equipment, marketing information and documents relating to utilized 
medical equipment, and any other documents or information relating to the treatment 
and/or diagnosis of the patient. 



Serial No. 10/065,159 
Appeal Brief 
Page 43 of 57 

12. A method in accordance with claim 1 wherein providing CS information 
comprises: 

accessing the centralized database; 

searching the database regarding the specific inquiry; 

retrieving information from the database; and 

transmitting the retrieved information to the client system for display by the client 

system. 

13. A method in accordance with claim 1 further comprising connecting the 
client system and the server system via a network that includes one of a wide area 
network, a local area network, an intranet and the Intemet. 

14. A method for managing clinical study (CS) information for a clinical 
research entity via a server system coupled to a centralized database and at least one client 
system, the at least one client system in communication with at least one medical device, 
said method comprising: 

using a template selected by a user from a plurality of templates stored in a 
centralized database to gather protocols for acquisition of image data via the at least one 
medical device, each of the plurality of templates configured to correspond to specific 
clinical studies; 

operating the at least one medical device for acquiring image data based on the 
entered protocols; 

receiving at the server system CS information that relates to at least one patient 
involved in a clinical study, the CS information being entered through the user selected 

template displayed on the client system and being generated as part of the operation of the 
at least one medical device including acquisition of diagnostic images; 

storing CS information received at the server system in the centralized database; 

tracking CS information stored in the centralized database; 
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updating the centralized database periodically with newly received CS 
information to maintain CS information; 

providing CS information in response to an inquiry; and 

transmitting from the server system to the at least one client system at least one 
report relating to CS information and findings for at least one of a clinical study and a 
patient involved in a clinical study. 

15. A method in accordance with claim 14 further comprising providing at 
least one medical device including at least one of a computed tomography device, a 
radiography device, a positron emission tomography device, and an ultrasound imaging 
device. 

16. A method in accordance with claim 14 wherein receiving CS information 
comprises: 

receiving at the server system at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient K) 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information and documents relating to utilized 
medical equipment, engineering infoimation and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical equipment, 
and any other documents or information relating to the treatment and/or diagnosis of a 
patient involved in a clinical study conducted by the clinical research entity. 

17. A network based system for managing clinical study (CS) information, 

said system comprising: 

a client system comprising a browser; 

a centralized database for storing information and a plurality of templates; and 
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a server system configured to be coupled to said client system and said database, 
said server system further configured to: 

receive CS information relating to at least one patient involved in a 
clinical study, said CS information being entered through a user selected template 
displayed on said client system, wherein the user selected template is selected 
from the plurality of templates stored in the centralized database, each of the 
plurality of templates configured to correspond to specific clinical studies; 

store CS information in said centralized database; 

track CS information; 

update said centralized database periodically with newly received CS 
information to maintain CS information; and 

provide CS information in response to an inquiry by a user. 

18. A system in accordance with claim 17 wherein said server system is 
further configured to transmit to said client system at least one report summarizing CS 
information and findings for a clinical study. 

19. A system in accordance with claim 17 wherein said server system is 
further configured to transmit to said client system at least one report summarizing CS 
information and findings for at least one patient involved in a clinical study. 

20. A system in accordance with claim 17 further comprising at least one 
medical device in communication with said client system and said server system, said at 
least one medical device including at least one of a computed tomography device, a 
radiography device, a positron emission tomography device, and an ultrasound imaging 

device. 
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21 . A system in accordance with claim 20 wherein said server system further 
comprises a receiving component that: 

uses a template selected by a user from said plurality of templates stored in said 
centralized database to gather protocols for operating said at least one medical device; 
displays said selected template on said client system; 

operates said at least one medical device based on said entered protocols; and 
receives CS information generated as part of the operation of said at least one 

medical device including at least one of x-rays and diagnostic images for a patient 

involved in a clinical study. 

22. A system in accordance with claim 17 wherein said server system further 
comprises a receiving component that: 

uses a template selected by a user from said plurality of templates stored in said 
centralized database to gather CS information; 

displays said selected template on said client system; and 
receives through said selected template at least one of a patient name, a patient 
sex, a patient medical history, a patient weight, a patient height, a patient-age, a patient ID 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information and documents relating to utilized 
medical equipment, engineering information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical equipment, 
and any other documents and information relating to the treatment and/or diagnosis of a 
patient involved in a clinical study conducted by the clinical research entity. 

23. A system in accordance with claim 17 wherein said server system further 
comprises a tracking component that: 

compiles a data report including at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient ID 
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number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information relating to utilized medical 
equipment, engineering information relating to utilized medical equipment, marketing 
information relating to utilized medical equipment, and any other information relating to 
the treatment and/or diagnosis of a patient involved in a clinical study conducted by the 
clinical research entity; and 

transmits said data report to a predesignated party at said client system. 

24. A system in accordance with claim 17 wherein said server system further 
comprises a tracking component that exports CS information selected by a user to at least 
one computer program. 

25. A system in accordance with claim 17 wherein said server system further 
comprises a tracking component that: 

links to a specific patient involved in a clinical study at least one of a patient 
medical history, utilized medical application information, utilized medical equipment 
information, treatment and/or diagnosis results, modeled images, x-rays, manufacturing 
information and documents relating to utilized medical equipment, engineering 
information and documents relating to utilized medical equipment, marketing information 
and documents relating to utilized medical equipment, and any other documents and 
information relating to the treatment and/or diagnosis of said patient; and 

displays on said client system at least one of said patient medical history, utilized 
medical application information, utilized medical equipment information, treatment 
and/or diagnosis results, modeled images, x-rays, manufacturing inforaiation and 
documents relating to utilized medical equipment, engineering inforaiation and 
documents relating to utilized medical equipment, marketing information and documents 
relating to utilized medical equipment, and any other documents or information relating 
to the treatment and/or diagnosis of said patient. 
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26. A system in accordance with claim 17 wherein said server system further 
comprises a providing component that: 

displays on said client system at least one of a list of patients involved in a clinical 
study and a list of clinical studies conducted by the clinical research entity; and 

receives an inquiry from said client system regarding at least one of a patient 
included within said patient list and a clinical study included within said clinical study 
list. 

27. A system in accordance with claim 17 wherein said server system further 
comprises a providing component that: 

receives an inquiry from said client system regarding at least one of a patient 
name, a patient sex, a patient medical history, a patient weight, a patient height, a patient 
age, a patient ID number, a modality of treatment and/or diagnosis, utilized medical 
application information, utilized medical equipment information, treatment and/or 
diagnosis results, modeled images, x-rays, manufacturing information and documents 
relating to utilized medical equipment, engineering information and documents relating to 
utilized medical equipment, marketing information and documents relating to utilized 
medical equipment, and any other documents or information relating to the treatment 
and/or diagnosis of a patient involved in a clinical study conducted by the clinical 
research entity; and 

displays information on said client system regarding at least one of said patient 
name, said patient sex, said patient medical history, said patient weight, said patient 
height, said patient age, said patient K) number, said modality of treatment and/or 
diagnosis, utilized medical application information, utilized medical equipment 

information, treatment and/or diagnosis results, modeled images, x-rays, manufacturing 
information and documents relating to utilized medical equipment, engineering 
information and documents relating to utilized medical equipment, marketing information 
and documents relating to utilized medical equipment, and any other documents or 
information relating to the treatment and/or diagnosis of said patient. 
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28. A system in accordance with claim 17 wherein said server system further 
comprises a providing component that: 

accesses said centralized database; 

searches said database regarding a specific inquiry; 

retrieves information from said database; and 

transmits said retrieved information to said client system for display by said client 

system. 

29. A system in accordance with claim 17 wherein said server system, said 
client system, and said database are connected via a network that includes one of a wide 
area network, a local area network, an intranet and the Internet. 

30. A network based system for managing clinical study (CS) information, 
said system comprising: 

a client system comprising a browser; 

at least one medical device in conmiunication with said client system; 
a centralized database for storing information and a plurality of templates; and 
a server system configured to be coupled to said client system and said database, 
said server system fiirther configured to: 

use a template selected by a user from the plurality of templates stored in 
the centralized database to gather protocols for acquisition of image data via the at 
least one medical device, each of the plurality of templates configured to 
correspond to specific clinical studies; 

operate said at least one medical device for acquiring image data based on 
said entered protocols; 

receive CS information relating to at least one patient involved in a 
clinical study, said CS information entered through a user selected template 
displayed on said client system and generated as part of the operation of said at 
least one medical device including acquisition of diagnostic images; 
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store CS information in said centralized database; 
track CS information; 

update said centralized database periodically with newly received CS 

information to maintain CS information; 

provide CS information in response to an inquiry; and 

transmit to said client system at least one report relating to CS information 

and findings for at least one of a clinical study and a patient involved in a clinical 

study. 

31. A system in accordance with claim 30 wherein said at least one medical 
device comprises at least one of a computed tomography device, a radiography device, a 
positron emission tomography device, and an ultrasound imaging device. 

32. A system in accordance with claim 30 wherein said server system further 
comprises a receiving component that: 

receives at least one of a patient name, a patient sex, a patient medical history, a 
patient weight, a patient height, a patient age, a patient K) number, a modality of 
treatment and/or diagnosis, utilized medical application information, utilized medical 
equipment information, treatment and/or diagnosis results, modeled images, x-rays, 
manufacturing information and documents relating to utilized medical equipment, 
engineering information and documents relating to utilized medical equipment, marketing 
information and documents relating to utilized medical equipment, and any other 
documents or information relating to the treatment and/or diagnosis of a patient involved 
in a clinical study conducted by the clinical research entity. 

33. A computer program embodied on a computer readable medium for 
managing clinical study (CS) infonnation, said program comprising a code segment that: 

receives CS information relating to at least one patient involved in a clinical study 
through a user selected template displayed on a client system, wherein the user selected 
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template is selected from a plurality of templates stored in a centralized database, each of 
the plurality of templates configured to correspond to specific clinical studies; 

maintains a database by adding, deleting and updating CS information; tracks CS 

information; 

provides CS information in response to an inquiry by a user; and 

transmits to said client system at least one report summarizing CS information 

and findings relating to at least one of a clinical study and a patient involved in a clinical 

study. 

34. A computer program in accordance with claim 33 further comprising a 
code segment that enables at least one medical device to communicate with said client 
system wherein said at least one medical device includes at least one of a computed 
tomography device, a radiography device, a positron emission tomography device, and an 
ultrasound imaging device. 

35. A computer program in accordance with claim 34 further comprising a 
code segment that: 

displays a template selected by a user on said client system; 
uses said selected template to gather protocols for operating said at least one 
medical device; 

operates said at least one medical device based on said entered protocols; and 
receives CS information generated as part of the operation of said at least one 
medical device including at least one of x-rays and diagnostic images. 

36. A computer program in accordance with claim 33 further comprising a 

code segment that: 

displays a template selected by a user on said client system; 
uses said selected template to gather CS information; and 
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receives through said selected template at least one of a patient name, a patient 
sex, a patient medical history, a patient weight, a patient height, a patient age, a patient ID 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information and documents relating to utilized 
medical equipment, engineering information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical equipment, 
and any other documents and information relating to the treatment and/or diagnosis of a 
patient involved in a clinical study conducted by the clinical research entity. 

37. A computer program in accordance with claim 33 further comprising a 
code segment that: 

compiles a data report including at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient K) 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis results, 
modeled images, x-rays, manufacturing information relating to utilized medical 
equipment, engineering information relating to utilized medical equipment, marketing 
information relating to utilized medical equipment, and any other information relating to 
the treatment and/or diagnosis of a patient involved in a clinical study conducted by the 
clinical research entity; and 

transmits said data report to a predesignated party at said client system. 

38. A computer program in accordance with claim 33 further comprising a 
code segment that: 

links to a specific patient involved in a clinical study at least one of a patient 
medical history, utilized medical application information, utilized medical equipment 
information, treatment and/or diagnosis results, modeled images, x-rays, manufacturing 
information and documents relating to utilized medical equipment, engineering 
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information and documents relating to utilized medical equipment, marketing information 
and documents relating to utilized medical equipment, and any other documents and 
information relating to the treatment and/or diagnosis of said patient; and 

displays on said client system at least one of said patient medical history, utilized 
medical application information, utilized medical equipment information, treatment 
and/or diagnosis results, modeled images, x-rays; manufacturing information and 
documents relating to utilized medical equipment, engineering information and 
documents relating to utilized medical equipment, marketing information and documents 
relating to utilized medical equipment, and any other documents or information relating 
to the treatment and/or diagnosis of said patient. 

39. A computer program in accordance with claim 33 further comprising a 
code segment that: 

displays on said client system at least one of a list of patients involved in a clinical 
study and a list of clinical studies conducted by the clinical research entity; and 

receives an inquiry from said the client system regarding at least one of a patient 
included within said patient list and a clinical study included within said clinical study 
list. 

40. A computer program in accordance with claim 33 further comprising a 
code segment that: 

receives an inquiry from said client system regarding at least one of a patient 
name, a patient sex, a patient medical history, a patient weight, a patient height, a patient 
age, a patient ID number, a modality of treatment and/or diagnosis, utilized medical 

application information, utilized medical equipment infomiation, treatment and/or 
diagnosis results, modeled images, x-rays, manufacturing infonnation and documents 
relating to utilized medical equipment, engineering infoimation and documents relating to 
utilized medical equipment, marketing information and documents relating to utilized 
medical equipment, and any other documents or information relating to the treatment 
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and/or diagnosis of the patient involved in a clinical study conducted by the clinical 
research entity; 

and displays infoimation on said the client system regarding at least one of said 
patient name, said patient sex, said patient medical history, said patient weight, said 
patient height, said patient age, said patient ID number, said modality of treatment and/or 
diagnosis, utilized medical application information, utilized medical equipment 
information, treatment and/or diagnosis results, modeled images, x-rays, manufacturing 
information and documents relating to utilized medical equipment, engineering 
information and documents relating to utilized medical equipment, marketing information 
and documents relating to utilized medical equipment, and any other documents or 
information relating to the treatment and/or diagnosis of said patient. 
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9. APPENDIX OF EVIDENCE 
Exhibit A: 

Definition 6 of "protocol." Random House Dictionary of the EngUsh Language, 
Unabridged, 2nd ed., page 1555 (1987). 
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APPENDIX OF RELATED PROCEEDINGS 



None. 
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